














the Agency is taking to address those concerns. Any rulemaking actions that may be
undertaken by the Agency subsequent to the publication of the Action Plan would include the
Agency’s specific identification and assessment of the data on which the Agency relied, and
whether those data support those actions would be an issue for comment in those specific
rulemaking proceedings.

. “Thirty-eight scientists (known as the “Chapel Hill Group”; vom Saal et al., 2007) concluded
that: (1) there is relevance of in vitro data to in vivo effects; (2) ecological studies are
consistent with lab animal studies; (3) the low doses in animal studies are relevant to BPA
levels found in humans; and (4) life stage is important in pharmacokinetics, exposure, and
effects in animals and humans.”

EPA Response #6: The statement is factually correct. In this section of the Action Plan,
EPA summarized the conclusions of four different groups (a California Advisory Committee
to CalEPA, the U.S.-government funded "Chapel Hill Group"; the industry-funded Harvard
Panel; and the NTP CERHR [a diverse government-funded panel that included government,
academic and industry scientists]) on human health issues that have been publicly reported in
connection with BPA hazard and exposure. This information was noted in the Action Plan
appropriately to illustrate the existing, highly public disputes published within the scientific
community concerning BPA.

. “In general, studies have shown that BPA can affect growth, reproduction and development
in aquatic organisms. Among freshwater organisms, fish appear to be the most sensitive
species. Evidence of endocrine-related effects in fish, aquatic invertebrates, amphibians and
reptiles has been reported at environmentally relevant exposure levels lower than those
required for acute toxicity. There is a widespread variation in reported values for endocrine-
related effects, but many fall in the range of 1pg/L to 1 mg/L. (Canada, 2008).”

EPA Response #7: The statements are a factually correct representation taken from Canada,
2008. In this section of the Action Plan, EPA noted and summarized the range of information
on environmental hazard issues that has been publicly reported in connection with BPA
exposure. No detailed technical discussion or interpretation was presented in the Action Plan
on these or any studies because an Action Plan is not a risk assessment. The Action Plan
summarizes available hazard, exposure, and use information on chemicals; outlines the risks
that each chemical may present; and identifies the specific steps the Agency is taking to
address those concerns. Any rulemaking actions that may be undertaken by the Agency
subsequent to the publication of the Action Plan would include the Agency’s specific
identification and assessment of the data on which the Agency relied, and whether those data
support those actions would be an issue for comment in those specific rulemaking '
proceedings.

. “Canada concluded in its hazard characterization that “[c]onsidered together, the data provide
strong evidence that bisphenol A is capable of eliciting adverse effects (1) following
prolonged exposure at levels below those usually seen to elicit effects in standard toxicity
tests (i.e., tests based on recognized methods which evaluate endpoints such as survival,
reproduction and growth); (2) following brief low-dose exposure, particularly at sensitive
developmental stages, with effects apparent later in the life cycle; (3) on filial generations
following parental exposure; and (4) using more than one mode of action.” (Canada, 2008)”
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EPA Response #8: The statement is factually correct: it accurately quotes the Canadian
document. In this section of the Action Plan, EPA noted and summarized the range of
information on environmental hazard issues that has been publicly reported in connection
with BPA exposure. As stated on page 2 of the action plan “This Action Plan is based on and
encompasses EPA’s initial review of readily available use, exposure, and hazard information
on BPA.” EPA is not endorsing any findings in the citations provided in the Action Plan, but
is only noting that they have been identified as part of an initial review. Any rulemaking
actions that may be undertaken by the Agency subsequent to the publication of the Action
Plan would include the Agency’s specific identification and assessment of the data on which
the Agency relied, and whether those data support those actions would be an issue for
comment in those specific rulemaking proceedings.

“Limited information is available for BPA concentrations in U.S. water and other
environmental media (Table 4, providing values from all of the studies cited in this
discussion).”

EPA Response #9: EPA believes that the sampling was limited in terms of temporal and
spatial coverage, providing only isolated snapshots in time (see Action Plan at page 15). In
its review of readily available information on BPA concentrations in U.S. surface waters and
other environmental media, EPA determined that the number of studies citing monitoring
data and the number of samples analyzed for the occurrence of BPA were limited in terms of
spatial as well as temporal coverage. Although some information is available on BPA
concentrations in certain U.S. waters and other environmental media, in the studies EPA
reviewed the number of sites tested were not sufficient to define the nationwide distribution
of BPA in surface waters. Different methodologies were used for measurements (some more
robust than others), the sources of the measured BPA concentrations were unclear, and for
some environmental media (e.g., landfill leachate), only one location was tested and that
single location was likely not representative of the entire United States.

“E-FAST2 modeling of BPA releases in the 2007 TRI showed the most conservative
estimates of the potential acute dose rate for ingestion of BPA in drinking water by children
ages 1-2 ranged from 0.0000531 to 16.5 pg/kg/day, and the most conservative estimates of
the surface water concentration ranged from 0.000574 to 232 pg/L. The EFAST2 model is
intended to be used for screening level exposure characterization. EFAST2 is based on
numerous assumptions that are designed to be conservative; for example, E-FAST2 does not
account for the half life of a chemical in surface water. The inputs selected for the E-FAST2
modeling of BPA were also selected to be conservative; for example, the bioconcentration
factor was selected to be at the high end of the range of values reported for BPA in the
literature.”

EPA Response #10: These statements are factually correct, reporting the results of E-
FAST2 modeling and appropriately noting the conservatism of the inputs selected. EPA
routinely uses modeling in preliminary reviews when exposure data are unavailable to obtain
a picture of the range of potential values. EPA reported these results to provide a context for
exposure estimates, but appropriately did not represent them either as being authoritative or
as being the basis for decision-making. EPA would use the best available exposure data in
any further assessment or rulemaking proceeding. If sufficient representative data are not
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available, EPA would use conservative screening models such as E-FAST as needed to
supplement reliable, representative monitoring data.

“Workers may be exposed to BPA by inhalation or skin contact during the manufacture of
BPA and BPA-containing products. No data were available for dermal exposures, and limited
data were available for inhalation exposures. Table 5 summarizes EPA’s estimates for
occupational exposures that may occur during manufacturing. These estimates were derived
using models developed by EPA/OPPT for use in preparing screening-level exposure
assessments of chemicals. These models do not take into account the effect of any personal
protective equipment that may be used.”

EPA Response #11: These statements are factually correct, reporting the results of OPPT
modeling and providing the cautionary notation that the modeling did not take into account
the effect of any personal protective equipment. EPA routinely uses modeling in preliminary
reviews when exposure data are unavailable to obtain a picture of the range of potential
values. EPA reported these results, but appropriately did not represent them either as being
authoritative or as being the basis for decision-making. Although the EU risk assessment did
include worker exposure information for Europe, those data may or may not be comparable
to exposures in the U.S. If a further exposure assessment is conducted by EPA, the best
available worker exposure information would be evaluated and considered. EPA would use
screening models as needed if reliable, representative monitoring data were not available.

“Connecticut, Minnesota, Wisconsin, Washington, Chicago and Suffolk County, N.Y., have
banned the sale of polycarbonate baby bottles, food containers and cups that contain BPA.
The Connecticut ban also applies to infant formula cans and all reusable food and beverage
containers. The Suffolk County ban (County of Suffolk, 2009) went into effect in July 2009.
The Minnesota ban (Minnesota, 2009) went into effect on 1/1/2010, and the Chicago ban
(Chicago, 2009) on 1/31/2010. The Wisconsin ban (Wisconsin 2010) will go into effect on
6/15/2010, and the Connecticut ban (Connecticut, 2009) will take effect on 10/1/2011. The
Washington state ban (Washington, 2010) will take effect on 7/1/2010 concerning food and
drink containers for children three years old and under, and will ban BPA in sports water
bottles effective 7/1/2012. Similar bills banning BPA in children’s food and drink containers
passed both houses in Maryland (Maryland, 2010) in February 2010, and if they are signed
into law by the governor, would take effect on 1/1/2012. California bill (California, 2009) to
ban the use of BPA in baby bottles and cups and infant formula cans failed to pass in
September 2009 and was moved to the inactive file. A similar bill failed to pass in Oregon
(Oregon, 2010) in February 2010.”

EPA Response #12: These statements are factually correct. In this section of the Action
Plan, EPA noted and summarized the range of regulatory reviews and risk management
actions being taken by a variety of jurisdictions addressing BPA, reflecting the high degree
of public interest in this chemical worldwide. Irrespective of their basis, the actions
themselves were taken, and the Action Plan duly reported them without making judgments
on them. The Action Plan did not endorse those actions or rely on them as support for any
actions being considered by EPA.

“Although there is disagreement in interpreting the novel low-dose studies and some of the
effects observed in the many aquatic toxicity studies performed thus far with BPA, a
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comparison of the range of predicted no effect concentration (PNEC) values used in the three
international regulatory risk assessments (0.175 to 1.6 pg/L, Table 3) with measured
concentrations in U.S. waters and sediments, which included values as high as 12 pg/L
(surface water), 2.55 ng/L (ground water), and 140 pg/kg sediment (freshwater sediment)
(Table 4), raises concern about possible risk of injury to aquatic organisms. However, limited
information is available for BPA concentrations in U.S. water, and most available
environmental monitoring results show that the concentrations of BPA in water bodies are
lower than 1 pg/L. (median concentration of 0.14 pg/L, below any calculated PNEC). These
environmental measurements represent only isolated snapshots in time and do not provide an
indication of how many areas may exceed PNEC values or concentrations of concern, how
often or how long such concentrations may be exceeded, or the pathways leading to BPA
presence in the environment from manufacturing, processing, distribution in commerce, use,
or disposal. Additional information would help to resolve these uncertainties.”

EPA Response #13: These statements are factually correct, and were presented to provide a
preliminary explanatory context for the comparison of the general range of hazard values for
BPA with the general range of reported potential environmental exposures. An Action Plan is
not a risk assessment, but instead summarizes available hazard, exposure, and use
information on chemicals; outlines the risks that each chemical may present; and identifies
the specific steps the Agency is taking to address those concerns. At this time EPA is not
endorsing any findings, but instead identified all the international and other assessments as
being information sources. EPA considered it appropriate to employ a conservative approach
in conducting such a preliminary review. However, any rulemaking actions that may be
undertaken by the Agency subsequent to the publication of the Action Plan would include the
Agency’s specific identification and assessment of the data on which the Agency relied, and
whether those data support those actions would be an issue for comment in those specific
rulemaking proceedings.
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